Palliative care arose from the modern hospice movement and has evolved significantly over the past 50 years. 1 Numerous definitions exist to describe palliative care, all of which focus on aggressively addressing suffering. The World Health Organization and the U.S. Department of Health and Human Services both stipulate the tenets of palliative care to include a patient-centered and family-centered approach to care, with the goal of maximizing quality of life while minimizing suffering. 2 In its clinical practice guidelines, the National Consensus Project for Quality Palliative Care of the National Quality Forum (NQF) describes palliative care as "patient and family-centered care that optimizes quality of life by anticipating, preventing, and treating suffering . . . throughout the continuum of illness . . . addressing the physical, intellectual, emotional, social, and spiritual needs and to facilitate patient autonomy, access to information, and choice." 2 NQF further specifies the foundation of palliative care to include professional and family collaboration, the availability of services regardless of pursuit of curative or life-extending care, and, most importantly, the provision of care coordinated by an interdisciplinary team. 2 The continuum of care provided by palliative care pharmacists (Figure 1 ) incorporates the concepts that curative and palliative care should coexist and that hospice care is an extension of palliative care that occurs when curative care is no longer part of the patient's plan of care. 3 The practice of palliative care, while rooted in traditional hospice and hematology and oncology programs, has changed dramatically in its delivery, competency assessment, and methods for preparing future members of the interdisciplinary team. 4, 5 Previously, health professionals obtained the necessary skills and knowledge for participation in the interdisciplinary delivery of palliative care via encompassing specialty areas (e.g., internal medicine, geriatrics, oncology). 6, 7 Numerous efforts to enhance professional education on palliative care largely drove its eventual recognition as a medical subspecialty in 2006. 8, 9 Specialized training programs and board certification opportunities exist today for most members of the palliative care interdisciplinary team. [10] [11] [12] [13] [14] As the model of palliative care has progressed, so too has each team member's potential for contribution. Despite representation within the first hospice demonstration project in the United States, participation of the pharmacist as an essential member of the interdisciplinary team has been traditionally overlooked. [15] [16] [17] [18] Evidence of the pharmacist's contribution to the delivery of palliative care and supportive care services beyond the original role of medication dispensing and compounding has garnered growing recognition across numerous practice settings. [15] [16] [17] [19] [20] [21] [22] [23] [24] [25] [26] [27] Perhaps no other practice setting presents as diverse a collection of potential roles and responsibilities for the affiliated palliative and hospice care (PHC) pharmacist. Here, the PHC pharmacist may support the PHC services in an administrative role (policy and procedure, formulary management), in a consultative role (order set development, treatment algorithm development, best practices education), and in advanced clinical practice (medication therapy management services, pain and symptom management consultations, and interdisciplinary team participation).
Purpose
In 2002, ASHP published the ASHP Statement on the Pharmacist's Role in Hospice and Palliative Care. 28 These guidelines extend beyond the scope of that statement and are intended to define the role of the pharmacist engaged in the practice of PHC. Role definition will include goals for providing services that establish general principles and best practices in the care of this patient population. This document is based on literature resources, consensus of pharmacist experts in the field of PHC, therapeutic practice guidelines, and regulatory standards. 1, 2, 4, 29 The terms palliative, end-of-life, hospice, and supportive care are frequently, and incorrectly, used interchangeably. While these philosophies of care share similarities, each represents overlapping yet delineable points along the healthcare continuum. For the purposes of these guidelines, the term PHC will be used to describe the common services afforded to patients with a serious or life-limiting illness, including those enrolled in a formal hospice program.
Two levels of PHC services are described: (1) essential services, which include core processes, and (2) desirable services, which include higher levels of practice, teaching, and research. The level of service provided by the PHC pharmacist will vary based on the level of practice experience of the pharmacist as well as the level of palliative care services provided in each respective setting. Services provided by a pharmacist will therefore be unique and should be designed to best meet the needs of the institution, hospice, or other healthcare practice setting.
In concert with the palliative care team or hospice chief executive officer and medical director, the PHC pharmacist uses his or her professional judgment to individually weigh the factors that determine the extent of services provided. These factors include the population served, number of pharmacists, and time dedicated to the palliative care or hospice team. Corresponding duties required of the PHC pharmacist in other areas of the pharmacy service and the extent of time required for administrative duties and obligations should be considered. Services provided by the PHC pharmacist will vary among practices and should be designed to best meet the needs of the site and the patient.
Delineation and Description
Before the development of these guidelines, a task force was appointed by the Section Advisory Group, Pain and Palliative Care, within the Section of Ambulatory Care Pharmacists of ASHP. A comprehensive literature review was performed using PubMed, EMBASE, PsychInfo, Google Scholar, and International Pharmaceutical Abstracts to search for all relevant articles published between January 1975 and December 2014. The literature search was con-ducted using MeSH terms and keywords alone and in combination with other terms, including pharmacy, pharmacist, pharmaceutical care, pharmacotherapy, medication therapy management, hospice, end of life, terminal illness, palliative care, supportive care, symptom management, and pain management.
Similar to other areas of specialty or subspecialty practice within the profession of pharmacy, some level of palliative and supportive care knowledge is essential for all pharmacists providing patient care, regardless of scope or setting. The European Association for Palliative Care (EAPC) recently updated a two-part guidance document on essential competencies for healthcare and social workers involved in the delivery of palliative care. 1, 4 In that guidance document, EAPC delineates recommendations for those providing general palliative care (i.e., palliative care services provided by primary care and nonpalliative care specialists) and those providing specialist palliative care (i.e., health professionals whose main activity focuses on delivery of palliative care). These guidelines also incorporate that dichotomy.
To address the heterogeneous nature of the pharmacy profession, the pharmacist's roles and activities described herein will be categorized as either essential or desirable. Essential roles and activities describe the practice of palliative and supportive care pharmacy, whereas desirable roles and activities denote delivery of palliative and supportive care services by pharmacist specialists at the highest level of advanced practice, such as leading palliative and supportive care teams, engaging in medication therapy management, teaching, and contributing to new knowledge of the field. Essential and desirable roles and activities, as outlined within these guidelines, should not be considered mutually exclusive. Recommendations will focus on the pharmacist's roles and activities within clinical practice and administration as well as practice and professional development.
Essential Clinical Roles and Activities
Essential clinical roles and activities for the PHC pharmacist may vary widely, and services may be provided either directly or indirectly to the patient, depending on the practice setting. While not an exhaustive list of potential practice sites for the PHC pharmacist, settings of PHC delivery include various hospice settings, hospitals, outpatient clinics, outpatient community pharmacies, home care or long-term care (LTC) facilities, and consulting and managed care settings. Essential clinical roles and activities of the PHC pharmacist are presented in Table 1 , and aspects of those roles and activities that traverse the various PHC practice settings are discussed below.
Hospice Programs. The PHC pharmacist providing care within hospice must be thoroughly familiar with symptom management and reduction. Hospice services are provided in the following settings: standalone hospice inpatient units and hospice residential units, LTC facilities, and hospitals, in addition to the more traditional home care paradigm. PHC pharmacists also must be cognizant of the many regulatory requirements associated with controlled substances, medication reimbursement requirements, and commonly managed symptoms. The Centers for Medicare and Medicaid Services (CMS), as part of the Conditions of Participation, stipulate that hospices are responsible for the costs associated with all services, including medications, related to the terminal diagnosis and related conditions for which the patient was referred and that are contributing to the terminal prognosis. 30, 31 (The terminal prognosis includes the terminal and related diagnoses that contribute to the terminal prognosis, to include the symptoms caused or exacerbated by the terminal diagnosis, related diagnosis or treatment of terminal and related diagnosis.) Pharmacists are often called upon to review all patient medications, both at admission and periodically, requiring a thorough understanding of the pathophysiology of common life-limiting illnesses and their corresponding symptoms. Recent CMS guidance documents changed the expectations for hospice medication responsibility from those under the current Medicare Part D program, and a growing role for the PHC pharmacist is anticipated, particularly in the types of services provided by a PHC pharmacist on hospice admission. 19, 26, [32] [33] [34] Transitions-of-care planning on admission is of paramount importance to reduce the risk of analgesic or symptom control gaps. The PHC pharmacist should be intimately involved in the medication history and reconciliation of new hospice admissions, with special attention being paid to nonprescription medications and dietary supplements. Prompt identification of high-risk or problem-prone drug therapies should occur. Medication review to assess appropriateness of continued treatment given each drug's potential benefit, burden, and ability to administer, based on each patient's prognosis, should occur, paying particular attention to the identification of nonessential and futile treatment regimens. Equally important is the communication of drug-related changes to the patient and family. CMS's Conditions of Participation mandate that the interdisciplinary group confer with an individual possessing education and training in drug management to perform this ongoing review, though CMS stops short of dictating that these services be provided by a licensed pharmacist. Caregiver and family education should extend beyond the patient's death. Providing guidance on safe disposal of medications to avoid diversion and improper disposal is easily overlooked but could have a significant impact on the family's health and public health. The PHC pharmacist, regardless of practice setting, must be familiar with current federal and state laws regarding drug disposal as well as local options for safe disposal (e.g., drug take-back programs).
Inpatient Palliative and Supportive Care Teams.
The development of institutional palliative care teams is becoming more common in U.S. hospitals and health systems. Pharmacists may be engaged in numerous capacities, ranging from decentralized, full-time, or part-time team members dedicated to the PHC team to reactive participation and consultation when requested. Pharmacists who lead PHC teams require even greater expertise. 16, 33 PHC pharmacists should be involved in symptom management strategies as well as facilitating timely medication administration, monitoring and reporting adverse drug reactions, providing education to patients and their families, and monitoring for drug-drug and drug-disease interactions. Regardless of scope of practice for the PHC pharmacist, the necessary knowledge and skills remain unchanged.
Outpatient Palliative and Supportive Care Teams.
A growing sector of palliative and supportive care strives to deliver PHC to patients requiring pain and symptom management in an outpatient setting. These services may be housed within oncology and other similar group practices as well as larger primary care services under the patient-centered medical home model. 22, 35, 36 In addition, many hospices and health systems are establishing palliative care programs to address symptom relief in patients who have yet to initiate their hospice benefit or are not yet hospice appropriate. The PHC pharmacist in this setting must be thoroughly familiar with the medications used to alleviate suffering, with state and federal controlled substances laws, and with the nuances between standard community-dwelling patients, patients residing in LTC facilities, patients residing in assisted-living facilities, and patients receiving hospice care. In the outpatient setting, the PHC pharmacist's assistance is often sought when medication formularies and cost are of concern or drug administration difficulties are encountered. [37] [38] [39] Given the inability to closely observe outpatient PHC patients, tailored monitoring plans are required, while balancing the risks and benefits of a selected drug therapy is critical (e.g., symptoms, adverse drug effects, drugs with a narrow therapeutic range, opioids). Unique challenges may be encountered in this setting, requiring assistance from the PHC pharmacist regarding the safe use of and risk mitigation for opioids (e.g., previous patient or family history of substance use disorder or drug diversion).
Consulting, Distributive, and Compounding Services.
Many patients residing in LTC facilities may either be candidates for PHC or currently under the care of a hospice organization. Pharmacists serving in a consulting capacity to these LTC facilities may significantly improve symptom management. In addition, advocating for patients who may be noncommunicative is essential. Essential roles of the PHC pharmacist serving in this capacity include ensuring routine use of medications as needed for pain or other symptom management, conducting appropriate monitoring for required maintenance medications, and having a thorough understanding of the interplay between regulatory compliance and the needs of the patient (e.g., antipsychotic use for terminal agitation in an LTC facility).
Pharmacists working in distributive or compounding services supporting PHC also have an important role in the provision of care. The art and science of preparing specially compounded medication formulations support the provision of personalized care to the terminally ill. The dispensing pharmacist will utilize his or her education and knowledge to ensure that the patient and family members understand the role of prescribed medications and necessary precautions with their use.
Many state regulations require hospices to retain a consultant or employed pharmacist for oversight of all medication-use processes within a hospice inpatient facility. These pharmacists collaborate with the hospice care team in a number of activities, including medication therapy reviews, clinical consults, and medication regulatory compliance oversight and guidance.
Desirable Clinical Roles and Activities
Desirable clinical roles and activities of a PHC pharmacist represent those typically reserved for the pharmacist engaged in dedicated palliative or supportive care services. These activities will, in most cases, embody the highest levels of service provided by the pharmacist allowed by the institution's scope of practice policies and state's pharmacy practice act. Most notably, the PHC pharmacist will often participate in the direct care of patients with respect to symptom assessment, laboratory monitoring, medication management, and prescribing in states that grant prescriptive authority to pharmacists through collaborative practice agreements (CPAs). A PHC pharmacist should actively seek and engage in collaborative practice whenever allowed by the state and institution. Practicing at the top of one's professional license in this regard will facilitate provision of care to patients who otherwise may not have the opportunity for specialized services. Pharmacists will be actively involved with patient and family medication-use education to support their understanding of prescribed therapies and compliance with the plan of care. Desirable clinical roles and activities of the PHC pharmacist are described in Table 2 , and aspects of those roles and activities that traverse the various PHC practice settings are discussed below.
Hospice Programs. The care model in many home care hospice programs, in which the patient's primary physician remains in that role, has evolved to utilize the PHC pharmacist as the hospice team member who develops specific medication recommendations through a consultative process. These PHC pharmacists are practicing as specialists in palliative care and often are familiar with palliative medication provision and can make patient-specific and cost-effective recommendations that are widely accepted by primary physicians. 34, 40 Inpatient Palliative and Supportive Care Teams. The PHC pharmacist should provide direct patient care services of varying scopes within the inpatient setting. These services may result from specialty team consultation, from individual consultation, or as part of health-system policy-directed automatic consultation (e.g., upon ordering of high-risk medications in nonadvanced care units). Typically, direct patient care services provided to inpatients by the PHC pharmacist will be directed by the pharmacy and therapeutics committee and medical staff executive committee. The individual institution or health system must direct the credentialing and privileging of PHC pharmacists in the absence of board certification availability. Other equally important functions of the inpatient PHC pharmacist include medication stewardship utilizing the principles of pharmaceutical care practice, adverse-effect anticipation and monitoring, pain and symptom management, patient and family education, discharge and transition planning, and follow-up coordination of care between multiple providers after transitions to new settings. Pharmacists may even be called on to lead a PHC team, which would require even greater expertise. 16, 33 Outpatient Palliative and Supportive Care. Lack of access to palliative care providers in ambulatory clinic settings creates an opportunity for a PHC pharmacist to provide symptom management to a variety of patient populations. The resulting improvement in quality of life and potential reduction in the number of acute visits to the physician office or emergency department for symptom-related complaints would represent the primary quality indicator for such a pharmacist. The PHC pharmacist should simultaneously be aware of the relative financial impact of medication therapies. Consideration of cost and insurance coverage at the time of medication selection is paramount in the outpatient setting. In addition, avoidance of high-cost medications when other equally effective and tolerated therapies are available reduces the likelihood of interruption to optimal symptom control should the patient transition to hospice care. When possible, having the PHC pharmacist work within a clinic focused on palliative care enhances the interdisciplinary ap-proach to patient care. Although it is arguably an essential role of pharmacists in any practice setting, PHC pharmacists should possess the basic understanding and skills necessary to identify the risk for and current substance abuse among patients, caregivers, and family members.
While the direct patient care services of PHC pharmacists practicing in the hospice environment are not frequently described, their impact on patient care is noteworthy. CMS regulations concerning the provision of hospice services may preclude a PHC pharmacist from acting as the sole provider for a patient or directing an interdisciplinary team.
Supporting Transitions of Care. An important desirable clinical role for PHC pharmacists is the active support of patients transitioning from aggressive treatment to comfortfocused care. The PHC pharmacist is in an ideal position to assist in evaluating the changing risk:benefit ratio of medications as the patient transitions through the continuum of care. Patients experiencing a steady decline often declare for themselves when a treatment is no longer beneficial or tolerable, either orally or through the inability to continue the regimen (e.g., due to lost availability of intravenous access or ability to administer oral medications). Equally important is the ability to recognize when a given treatment has failed to demonstrate continued benefit and should be discontinued (e.g., reevaluation of lipid-lowering therapy, dementiarelated medications, certain chemotherapy agents). 41 For patients with chronic illnesses who experience intermittent severe exacerbations, there may be multiple inflection points and changes between life-prolonging and symptom-focused approaches. The PHC pharmacist should assist the patient, family, caregiver, and other healthcare providers in navigating the changes in medication regimens that are necessary to provide a patient-centered, cost-effective, and (when available) evidence-based approach. Evaluation for discontinuation of medications should occur, at a minimum, during transitions of care. 42, 43 The PHC pharmacist is often one of the few consistent members of the interdisciplinary team and therefore has an essential role in this process. His or her involvement allows for continuity of care during patient handoffs between healthcare providers and a historical account of the effectiveness of previous medication regimens. PHC pharmacists may also be engaged in assisting in the enrollment and discharge of PHC patients from hospice care.
Educating and Training Student Pharmacists and Other
Clinicians. PHC pharmacists should be actively engaged in the education and training of students, pharmacists, and patient care clinicians of various disciplines. They possess knowledge about the rational and practical use of medications that is often not taught in didactic learning environments or in clinical or experiential training outside that specific to palliative care providers. In addition to the clinical and administrative expertise required by the inpatient PHC pharmacist, teaching staff peers, the PHC team, and health profession students should be considered part of these essential activities.
Scholarship. Ongoing evaluation of current practices and the dissemination of novel treatments or processes are critical for the continued improvement in patient care and sustainability of the PHC pharmacist. Scholarship should be pursued when possible and in any form to share best practices, research methodology, and outcomes. Clinical research in palliative care and hospice is lacking, and the PHC pharmacist should contribute to the overall body of knowledge when possible.
Essential Administrative Roles and Activities
The pharmacist's essential administrative roles and activities in PHC should incorporate basic practice activities that promote positive treatment outcomes, adverse-event avoidance, and medication cost containment. A primary component of the PHC pharmacist's role is continuous review of medications. Continuous review of patient medication records and ongoing contact with the primary physician, as well as with the patient or caregiver, are essential to minimizing medication-related problems and expenses while improving outcomes and efficacy.
Pharmacists engaged in the development and oversight of a medication formulary will support palliative and endof-life care programs to achieve evidence-based and costeffective medication use, minimize delays in therapy due to drug shortages, and contain medication expenses. Hospices and palliative care programs will often seek to develop standards to ensure consistency in the care of patients. Part of this effort is the development of policies and procedures to guarantee that activities associated with medication use are consistent across all levels of care.
Hospice. Proactive review of patient medication regimens over time can significantly reduce medication burden and costs. Ongoing rapport and dialogue must be sustained with the hospice or palliative care physician and nurse, as well as with the patient or caregiver. This dialogue is essential to establish and maintain a picture of the patient's functional status, providing the opportunity for the PHC pharmacist to identify and recommend changes in nonessential or overly burdensome medication therapy or the addition of medications for symptom management. An extensive and more comprehensive example of the medication review process occurs at hospice interdisciplinary team meetings.
The PHC pharmacist's contributions to the development of medication-use policies and procedures will serve to strengthen compliance with federal and state regulations and with best practices. All hospices are regulated by state and federal agencies, which include standards associated with medication use. In addition, 75% of hospices report accreditation with agencies such as the Joint Commission, Community Health Accreditation Program, and Accreditation Commission for Health Care. 44, 45 With a working knowledge of regulatory and accreditation standards on medication use, pharmacists are well positioned to support the development and updating of medicationuse policies and procedures to achieve compliance.
As a representative of a hospice organization, the PHC pharmacist is in an excellent position to support contract negotiations with pharmacy providers (e.g., local retail pharmacies, pharmacy benefit managers, purchasing groups, national pharmacy provider groups). The PHC pharmacist should also work with local pharmacy providers to ensure that appropriate medications are consistently available to the hospice and communicate regularly with them regarding prescription adjudication concerns, coverage, and other required quality and regulatory issues.
If a hospice is of sufficient size to support a dedicated pharmacy and therapeutics committee, the PHC pharmacist must be an active member and would ideally serve in a leadership capacity. The pharmacist's role would involve input into all aspects of medication-use management, ranging from decisions on approved medications prescribed under the hospice plan of care, continuous quality-improvement activities, policy development for medication use, therapeutic substitution parameters, tiered medication selection, and protocol or algorithm development.
An essential activity for PHC pharmacists is evaluating all patient medications on patient admission to a hospice program for payment under the hospice plan of care. The PHC pharmacist is equipped to address the suitability of medications, given the hospice diagnosis and related conditions contributing to the terminal prognosis. Upon the physician's certification of a terminal prognosis, the PHC pharmacist, in discussion either with the admitting nurse or during the team nurse's initial visit, will provide payment approval of medications to be covered under the hospice plan of care as well as identify and discontinue nonessential medications. For medications identified as necessary to continue and not covered under the hospice plan of care, a source of payment must be determined (e.g., patient pay, supplemental health insurance, Medicare Part D). 46 During this evaluation, the pharmacist can identify alternative, cost-effective therapies appropriate for the patient's medical conditions. This admission medication review process alone can result in significant cost savings for a hospice. 40 Hospital and Institutional Practice. Pharmacists working in large healthcare organizations, hospitals, and other institutions have additional opportunities to shape institutional medication-use policies and procedures regarding drugrelated protocols, formulary development, and algorithms by providing evidence-based recommendations that can improve the safety and efficacy of analgesics as well as other commonly used palliative care agents. Other important roles for PHC pharmacists include (1) participating in institutional committees and medication safety-reporting systems that address medication errors, adverse drug reactions, and the safety of analgesics and symptom-management agents, (2) acting as a resource and actively participating in the pharmacy and therapeutics committee or similar committees, (3) serving as an institutional resource to healthcare professionals, patients, and patients' families on the optimal use of medications in symptom management and palliative care, (4) providing continuous evaluation and review of all existing drug-related protocols and algorithms to ensure that they reflect current best practices, and (5) assisting in the development of urgency plans that address inappropriate use of emergency department services or hospital admission. In addition, it is essential that the PHC pharmacist assist the institution or health system in compliance with accreditation, legal, regulatory, and safety requirements related to the use of analgesics and other symptom-management agents. The activities discussed above provide considerable opportunities for pharmacists to be involved in establishing and supporting medication-use practice patterns that positively affect patient outcomes and the financial well-being of institutions.
Desirable Administrative Roles and Activities
Desirable administrative roles and activities include quality improvement, oversight and improvement of education, practice development and advancement, and advocacy.
Quality Improvement. As the pharmacist with a distinct skill set serving on an interdisciplinary PHC team, there is a unique opportunity to identify processes or protocols that need development or revision to improve the quality of care delivered. One avenue for achieving this goal is a leadership role on the pharmacy and therapeutics committee or similar committees. Participation in such committees is also an essential administrative role, but by practicing at a higher level the PHC pharmacist may provide services such as care set development to guide the use of complex, high-cost, or high-risk therapies (e.g., lidocaine or ketamine). Revisions to existing practices might include updating institution medication administration guidelines to allow for the use of medications or dosages that are typically restricted to an intensive treatment unit or similar setting (e.g., development of protocols for palliative sedation or refractory terminal delirium). Quality-improvement processes related to drug delivery or medication use are also an important area of practice. Medication-use evaluation or drug utilization review may identify the need for significant practice changes (e.g., development of safe practices for the use of methadone for pain control, approval of opioid guidelines). Quality-improvement processes usually align with the development of clinical practice guidelines or algorithm development for the expert palliative care team (e.g., palliative sedation or pain emergencies). The PHC pharmacist should play a key or leading role in the interdisciplinary development of algorithms to standardize the approach to common palliative care symptoms such as agitation, anxiety, anorexia, cachexia, constipation, delirium, dyspnea, fatigue, nausea, pain, secretions, and sleep disturbances.
Education. Maintenance and improvement of different aspects of palliative care education are important to the continued sustainability of the pharmacist's role in PHC practice. The development and oversight of postgraduate year 2 (PGY2) specialty pharmacy residency programs that incorporate education and training in PHC are essential to the growth of the specialty. Another key educational component is ensuring that core PHC competency is incorporated into postgraduate year 1 (PGY1) pharmacy residencies and other specialty residencies. Integration into the curricula at colleges of pharmacy can provide student pharmacists with the basic skills and knowledge about the medication management approach for a palliative care patient, and these learning experiences should be taught by those practicing at the highest levels to encourage continued forward movement of the profession. Interprofessional education of nursing students, medical students and residents, and palliative care physician fellows through didactic and experiential teaching is another important role for the PHC pharmacist. Modeling the role of the PHC pharmacist for learners in other disciplines not only teaches them core skills in medication management of the palliative care patient but also promotes the expertise of pharmacists in the minds of future palliative care clinicians. Nurse practitioners, nurses, and physician assistants can also benefit from a pharmacist's expert knowledge through inser-vice or continuing-education programs hosted by the health system or area professional organizations.
A significant amount of a palliative care team's time is devoted to communicating the care plan to other providers, staff, families, and caregivers involved in the patient's care. Because of his or her knowledge of disease processes and treatment regimens, the interdisciplinary PHC team pharmacist is well positioned to provide such communication.
Practice Development, Advocacy, and Advancement
The clinical and administrative roles of the PHC pharmacist in any setting rely on sound practice development, advocacy, and engagement to promote practice advancement.
Recommendations regarding practice development, advocacy, and advancement are outlined in Appendix A and presented below.
Practice Development. When developing the proposed role of a PHC pharmacist within an institution, health system, or hospice, the identification of the key stakeholders, examination of the infrastructure or currently offered services, and performance of a needs assessment are required. This process will provide the groundwork for the focus and potential utility of the PHC pharmacist. A commonly encountered barrier to the establishment of new services, regardless of setting, is the overcommitment of the PHC pharmacist or underestimation of the time requirement for the services proposed. The Center for the Advancement of Palliative Care provides excellent resources guiding the first steps, whether establishing an entirely new PHC service or simply adding personnel to the team. For example, if the institution's main priorities are preventing long inpatient stays, curtailing futile highcost resource utilization, and facilitating discharges, then the focus of the proposed position should be on the inpatient setting. On the other hand, if the institution's priorities focus on preventing frequent emergency department visits or hospital admissions for pain and symptom issues that can be managed through outpatient services, then the proposal should seek to provide services within the outpatient setting. Consideration should be given to the funding of such a position, which should be established at the beginning of such discussions. Engagement of nonclinical departments (e.g., finance) is critical. There are numerous practice models for clinical pharmacy PHC services, including drug information, drug utilization review, clinical interdisciplinary team involvement, and medication therapy management through collaborative protocols. The needs assessment also applies to evaluating what the PHC pharmacist will need for continued professional development.
After identification of the funding source for the PHC pharmacist and the anticipated level of support for the PHC service, a formal job description or policy of roles and responsibilities will need to be drafted and vetted by all potential stakeholders. A model job description on roles and responsibilities of the PHC pharmacist appears in Appendix B. Typical activities may include daily review of patient medications for which the PHC team has been consulted, regular consultation team and house staff educational programming, and representation on quality-improvement committees or task forces. The heterogeneity of PHC programs in today's institutions precludes a complete description for every model or setting. In some institutions, the PHC pharmacist plays an indispensable role in the development of new policies and procedures concerning such difficult topics as palliative sedation and terminal wean from mechanical ventilation.
Health systems or hospices must develop standardized policies to address the clinical credentialing and privileging of the PHC pharmacist. There are several common barriers to this undertaking. First, no profession-recognized board certification currently exists for the PHC pharmacist to demonstrate knowledge or skills above the minimum competency state licensure examinations. Second, there is a paucity of specialized training programs that prepare pharmacists interested in PHC practice. This creates a very real chasm when considering specific PHC privileges in today's climate for pharmacists seeking to enter this area of practice without an already developed and successful service or practice.
Other considerations include the PHC team design, referral-only versus automatically triggered evaluation, scope of practice for the PHC pharmacist, and documentation processes. A key element to the documentation process will be the reimbursement or billing model that is established. Reimbursement regulations are everchanging and specific for various practice settings, as described earlier. Those seeking to establish or expand PHC pharmacist services should seek out resources and guidance on best practices for sustainability, including both revenue generation and costavoidance tracking.
Before the development of a practice model for the PHC pharmacist, the department or team should evaluate the state-specific laws and relevant pharmacy practice act rules by which the pharmacist must abide. Depending on the practice site, the scope of practice may differ significantly. Advanced scope of practice pharmacists may often undertake greatly expanded roles in patient care under CPAs approved by a pharmacy and therapeutics committee or executive medical staff. At the time of writing, pharmacists practicing under appropriately drafted CPAs may hold Drug Enforcement Administration (DEA) practitioner registration in California, Massachusetts, Montana, New Mexico, North Carolina, North Dakota, and Washington. DEA is currently reviewing Idaho's Pharmacy Practice Act and Controlled Substances Act for possible inclusion. Pharmacists licensed in one of these states may additionally obtain fee-exempt DEA registration if employed and practicing within the U.S. Armed Forces, Department of Veterans Affairs, Indian Health Service, or federal prison system. Typically, the credentialing officer within these organizations can assist obtaining registration. A sample CPA for a PHC pharmacist is provided in Appendix C.
Attention should be given to creating an infrastructure to sustain pharmacy's involvement on the interdisciplinary PHC team. Integrating pharmacists into a health system's palliative care staffing matrix may be a first step to accomplishing this. Proactively budgeting for additional pharmacy positions as the number of consultations performed per year increases would also support sustainability of PHC pharmacists' presence. To justify such positions, the PHC pharmacist must be familiar with reimbursement models and opportunities to further support these positions.
Competencies and Certification.
There are no recognized board certification opportunities for pharmacists with a unique expertise in the area of palliative and supportive care in the United States. Without the opportunity for board certification to verify PHC pharmacists' expertise, it is difficult to advocate for their importance to health-system administrators, payers, and other professionals. Lack of certification also complicates the credentialing and privileging process of such clinicians. The Board of Pharmacy Specialties (BPS) previously conducted a role delineation study to investigate the feasibility of recognizing pain and palliative care as a specialty within the profession of pharmacy. Although BPS did not elect to pursue pain and palliative care as a recognized specialty when combined, perhaps differentiating between the two distinct yet often overlapping clinical skill sets will provide sufficient demarcation in future consideration. BPS is also investigating opportunities for added qualifications in numerous areas, including palliative care.
There are opportunities for pharmacists to further enhance their training in palliative and supportive care. 
Development of Didactic and Experiential Education. The
Strategic Planning Summit for the Advancement of Pain and Palliative Care Pharmacy, convened in 2009, produced a comprehensive consensus document on strategies to integrate standardized palliative care education in the doctor of pharmacy core curriculum, elective courses, PGY1 programs, and PGY2 palliative care specialty residencies. 29 There are currently 12 ASHP-accredited or accreditationeligible PGY2 palliative care or pain management programs and many others with exposure or emphasis in pain or palliative care. 47 It is important that there are formal and standardized education programs available in the area of PHC for pharmacists' involvement in the field to continue to grow. In addition, there is a training opportunity for pharmacists in the one-year Interprofessional Palliative Care Fellowship Program offered by the Department of Veterans Affairs.
Advocacy. The importance of the role of a PHC pharmacist needs to be established at the national level, with individual pharmacists contributing grassroots advocacy. The Joint Commission palliative care certification requirements currently do not include a palliative care pharmacist as a core member of the interdisciplinary program team as they do for physicians, registered nurses, social workers, and chaplains. The current Joint Commission requirements state that a clinical pharmacist should be "utilized" based on patient needs. Most palliative care patients have complicated medical histories and are taking medications (mainly controlled substances with narrow therapeutic ranges) that require close clinical monitoring and attention to regulatory compliance issues, which should justify a pharmacist as an integral part of providing comprehensive care to the patient.
Advocacy efforts of the PHC pharmacist should be multitiered and involve discipline-specific professional development, practice development, and quality-improvement initiatives. Reaching out to state, regional, and national professional organizations and legislators to discuss the importance of pharmacist involvement in the PHC team must be universally practiced to continue the growth of the field. Scholarly pursuits demonstrating the effects that PHC pharmacists have on patient care are equally important.
Conclusion PHC pharmacists bring a diversity of essential services to palliative and supportive care teams. Central to the role of the PHC pharmacist is symptom management through participation in direct patient care, providing pharmacotherapy regimens that support optimal patient outcomes. Medication therapy management and the application of transitional continuity of care are key services pharmacists provide to patients in this care setting.
Collaborative practice opportunities have strengthened the working relationship with palliative and supportive care medical practitioners, furthering PHC pharmacist practice development. In addition, PHC pharmacists may participate in advocacy, research, and scholarly activities in palliative and supportive care, furthering the growth of this area of practice. The PHC pharmacist should provide education to student pharmacists and PGY1 and PGY2 residents, as well as members of the interdisciplinary team, peers, patients, and caregivers. Activities outlined in these guidelines showcase a considerable breadth and depth of opportunities for pharmacists' involvement in the daily management and oversight of medication-use processes across all palliative and supportive care venues, positively affecting patient outcomes while maintaining fiscal responsibility.
5.
Respond to drug information requests from providers, nurses, and administrators pertaining to palliative and supportive care medications. Under these guidelines, the PHARMACIST will work with the PHYSICIAN in an active practice to deliver palliative and hospice care (PHC) services provided to patients of ____________________.
The PHARMACIST is authorized to render those services and perform those procedures outlined herein with prescriptive authority for pharmacologic categories identified in CPA attachment A and may utilize prescriptive authority as delegated in CPA attachment B.
The PHARMACIST must inform patients of his or her status and provide the name of the supervising physician. The PHARMACIST may provide service only for those patients of the supervising or alternative physician.
These written guidelines shall be reviewed and updated annually by the PHYSICIAN and PHARMACIST.
A copy of these guidelines along with the PHARMACIST's Drug Enforcement Administration (DEA) number (if applicable) shall remain on file at all sites where the PHARMACIST renders service.
The supervising physician maintains final responsibility for the PHARMACIST's performance and maintains final responsibility for the patient. Services rendered and procedures performed by the PHARMACIST are pursuant to the written guidelines that are specific to the practice setting.
The supervising physician directs and reviews the records and practice of the PHARMACIST in a timely manner to assure appropriate and safe patient care.
WE THE UNDERSIGNED AGREE TO THE TERMS AND CONDITIONS OF THESE WRITTEN GUIDELINES.
__________________________________ Supervising Physician
Date ________________________________ PHARMACIST Date
II. Functions
The PHARMACIST is authorized to perform services and procedures relative to the pain and symptom management within the scope of this palliative and supportive care practice as part of a multidisciplinary group to include physicians, nurse practitioners, physician assistants, and direct care registered nurses. The active management of patients by the PHARMACIST will be provided based on an established patient medical diagnosis and plan of care and performed under the direction and supervision of the supervising physician and include the following.
III. Patient care activities
The PHYSICIAN delegates authority to the PHARMACIST for the following patient care activities:
1. PHARMACIST will conduct complete medical history and medication reconciliation, with emphasis on pharmacotherapy history, symptom assessment, and identification of drug-related problems. a. Symptom assessment may include limited physical assessment as well as the order and interpretation of laboratory and diagnostic tests related to drug therapy management in accordance with current evidence-based recommendations. b.
Administering drugs and biologicals. c.
Order of routine laboratory tests to ensure safe use of prescribed medications and avoidance of misuse, abuse, or diversion. d.
Order of 12-lead electrocardiogram in instances of ongoing monitoring of pharmacotherapy, where warranted. e.
Refer to specialists, when appropriate, based on current evidence-based medicine or standard of care. f.
Prescriptive authority to include initiation, modification, or discontinuation of the classes and categories of drugs in attachment A for pain or symptoms based on current labeling, accepted medical practice, the disease process and the patient's condition, and, where available, evidencebased treatment guidelines and recommendations.
g.
A pharmacist practicing collaboratively under the Pharmacy Practice Act: State Pharmacy Law, Number xxxx.xx, xxxx.x, and the DEA Controlled Substance Act is authorized to order controlled substances to provide patient care. 2. The pharmacist will a. Thoroughly assess the patient's response to the prescribed treatment plan with regular assessments and evaluations conducted to include i. Severity, duration, and frequency of symptoms ii.
Therapeutic response iii. Adverse drug effects iv. Renal and liver function b.
Patients prescribed scheduled opioids for chronic pain will have an opioid agreement on file. c.
All prescriptions will be limited to a quantity and for a length of time as are reasonably necessary.
d.
Pharmacist provides education on medications to patient or caregiver and family.
IV. Communication and documentation
The PHARMACIST shall, within ___ hours of seeing the patient, complete a chart or progress note with a detailed history of present illness, review of systems, physical examination (when warranted), assessment of patient response to treatment plan, and treatment plan going forward. This documentation shall be in the form of a general SOAP note entered into the permanent patient chart or electronic medical record. The referring or supervising PHYSICIAN shall review and provide signature documentation on each patient seen by the pharmacist.
The referring or supervising PHYSICIAN may override any treatment decisions or orders made by the PHARMACIST with communication made back to the PHARMACIST via notation in the patient chart.
V. Quality assurance and oversight
Peer and PHYSICIAN oversight review will occur in accordance with applicable state Pharmacy Practice Act rules, and set forth in the Business and Professional Code for the State of________________________.
VI. Severability
Either party may cancel this agreement via written notification. This collaborative practice agreement is subject to the ongoing licensure, credentialing, and privileging of both the PHARMACIST and PHYSICIAN. 
CPA attachment A
This list of medication classes and categories is not exhaustive yet provides examples of medications managed by the PHC pharmacist for patients seen at the XYZ palliative and supportive care clinic:
1. Antidepressants, including selective serotonin reuptake inhibitors, serotonin-norepinephrine reuptake inhibitors, tri-and tetracyclic antidepressants, and atypical antidepressants in the treatment of anorexia, anxiety, depression, insomnia, and pain 2. Antipsychotics, including first-, second-, and thirdgeneration antipsychotics in the treatment of agitation, anxiety, and delirium or other mood disorders 3. Corticosteroids (oral and topical) in the treatment of pain, skin lesions, swelling, ulcers, and wounds where appropriate 4. Anticonvulsants, including first-, second-, and thirdgeneration anticonvulsants in the treatment of anxiety, depression, pain, and seizures 5. Nonsteroidal antiinflammatory drugs in the treatment of inflammation and pain 6. Serotonin antagonists and phenothiazine derivatives in the treatment of nausea 7. Stimulants in the treatment of depression, fatigue, opioid-associated sedation, and somnolence 8. Benzodiazepines in the treatment of anxiety, dyspnea, and pain (abuse potential by patient will be assessed and documented) 9. Skeletal muscle relaxants in the treatment of pain (abuse potential by patient will be assessed and documented) 10. Opioid agonists and antagonists in the treatment of cough, diarrhea, dyspnea, pruritus, pain, and respiratory depression (abuse potential by patient will be assessed and documented) 11. Laxatives and stool softeners in the treatment of constipation and straining 12. Anticholinergic medications in the treatment of pain and terminal secretions 13. Other adjuvant analgesics, medications, or therapies not listed above in the treatment of pain, symptoms, and medication-related adverse effects, including compounded preparations CPA attachment B
DELEGATION OF PRESCRIPTIVE AUTHORITY
The PHARMACIST may prescribe medications in association with the scope of services described in the written guidelines.
The PHARMACIST is authorized to write and sign orders for medications in controlled substance
Schedules II, III, IV, and V and orders for general prescription medications in association with the scope of services described herein.
